BupoGuu: AT «Kuismeanpenapat», T/, (044) 490-75-22
Tlinsuuua HioGiTLHONC CYNIMHA HeXy 3 BUPOGHMITEA il EXUiitHuX (GOPM rOTOBHX JIiKapCHKUX 3ac0GiB
Anpéca Bipo6riryoi ainpuuili: YKpaida, M. Kuib, Byn CaxcaraHcpkoro, 139
Anpeca Micus TIPOBCCHH: KOHTDOMIO Akocti: Vipainag, 01032, . Kmn Byn. CakcaraHChKOro 139 Bignin kOHTPOAO ;u(oc'n
* Jinensis ua Bupoﬁumm!o AE Ne295498 :
CBifioLTBO 1ipo aTecraiiio: Na293 six 30.03.2016'p.
Cep'mqnxar aumosuurocn GMP Ne001/2020/GMP ’ i

i

Cepm(bu(a"r ;ucocn No 47904 ' |
AMlmm® ' '

JIloqn.msaT mm pos'mﬂy J:mn i’ eKum no 0,5 r

Mo
Cepis
Kin-1s B cepii
Jara BupoOHHUTBA
Hara Bunaui cepTudixary
AHani3 BUKOHaHO y BiATOBIAHOCTI 3 MK5i 3 a0 peectpauiiinoro nocaiguenns NeUA/1036/01/03, smina Nel, Ne2, Ne3, :
Texer mapkysauns so PII MUA/1036/01/03 (naxa3 MO3 sin 12.08.2019 Ne1772).
Ne HalimenysanHs noxassuka Bumoru MICI/AHI Pesynsrar asanisy |
1 Onuc Tlopucra Maca 6isoro a6o Ginoro 3 JKOBTYBATHM BifTIHKOM Bianosigae :
_|xomsopy. . . . _ .
2 | loentudikauis A. BEPX o _ Bignosinae
) B. Ilpenapar Rac peaxiiiio (a) Ha cyfbary. Biaopinae
3 | Mposopicrs po3unHy Jina BHYTPIlIHBEOM S30BOI0 BBEJCHHS - PO3UHH BMICTY Bignosinae
dnaxoxa 8 3 Mi1 Boay A in'euiit P e nosunen
nepeBuutyBary etainoH I
Jins BHYTPIlTHBOBEHHOTO BBEACHH - PO3YUH BMICTY Bini;xoninae
tbnaxona B 200 Ma 0,9% (M / M) po3aury Hatpito XnopHzy P '
nosuHeH 6yTH Npo3opHM )
4 | KonbopoBicTb po3unHy Jins BHYTPIlIHEOM'S30BOT0 BBEACHHS - 3a6apBieHHT Bimnosigae
po3umHy RoBHHHA GyTi He iHTEHCHBHWe eTanoHy BY4
a6o B4 ) . :
Mns BHyTplIIIHBOBeHHOFO 'BBE/ICHHA -~ PO3UMH TIOBHHEH Bimnosinae
: Gyu GesGapmrim. . . _ _ .
5 | pH Bin 6,0 no 7,3. 6,6
6 | Brpara B Maci npu BUCYIyBaHHi,% He Ginbe 8,0 %. ) ] 3
7 | CrepunbHicTs Tlpenapar Mae 6y T CTEPAIBHIM. ) Biznosinae
8 | BakrepiansHi engoTokcunn, MO/Mr T'pannunuit BMicT enpoTokcuni Menme 0,33 MO na 1 mr Bianosinae
aMiKauuHy. ) . .
9 | MexaniuHi BKIIOYEHHA HesrmuMi uactku: He Oinbuue 6000 LA HACTOK po3mipoM Bignosinae
10 MM a6o Ginswe B 1 koureitnepi i ne Ginpumie 600 ana
yacTok 25 mxnm a6o Ginbie B 1 xorTeHHEDI. '
‘ Bupwmi wactit: Matots 6yTH NIPaKTHYHO BiACY THI.  Binnosinae
10 | OpHopigsicTh KO30BAHKX OAHHHLL TpuitmManbHe YMCIO MAE BilIIOBIIATH BAMOTaM, Binnosinae
o sasHavenum B 1OV, 2.9.40.
11 | Kinskiche u3Hauenus, r Buicr aMikauuHy B 04HOMY dunaxoni mae 6ytn Biz 0,475 r
£o 0,525 1, y mepepaxyBaHHi Ha CEPEAHI0 Macy BMICTy
(hnakony.
12 | CympoBigsi aomiwku,% Bynb-sxa aomiuika — He Giblue 1 5%
Cywma gomimok — ue Ginsge 3,0 %.
13 | Mapxysauts . | 3rigno MKA




| Ceprudixar sxocti Ne 47904
3 *  AMInna® ‘

Ne Hatimenysanns noxaaaﬁxa Bumorx FMK‘/'I/AHII PesynsTar aHanisy

i 14 | Vnaxosxa V o 3rmHoMK$I - vBi.unoninae

Tepmin npunarsocti: 2.00 p. e S : . ‘ Tpusarauii po: 01.2023

‘YMoBu 36epiranna: B oparinaneuiii ynaxosui, Ilp,lil Temmeparypi ne sume 25 °C
BucHOBKH: Binnopinae Bumoram MKg‘JIS‘go.rpgsupgqiﬁnom nocpizuennn NeUA/1036/01/03, 3mina Nel, Ne2,
Ne3, TeKeT MAPKYBaMHA 20 PH‘ NeUA/1036/01/03 (naxa3 MO3 sin 12.08.2019 Ne1772).
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BupoGuie AT «iKuinmesupenapars, /. (044) 490-75-22

JinbEAUA N0GINLHONY CYUITHNS LEXY 3 BUPOBHHILTEA iH €xIIHITMX OPM IOT0BHX fiKapcsKitX Jacodis

Anpeea supobunuoi ainuuuui: Yipaina, v, Kuis, nya. Caxearasicnioro, 139

AZpeca MiciLs poneaeHiia KoITpomio axoeTi: Ykpaina, 01032, M. Kuis, sys. Caxcarancukoro [39. Bigin KOHTPOMO AKOCTI

Jlivensis ua supobuuurso: AE Me293498
Cainourso npo arecvauito: Ne293 siz 30.03.2016 p.
Ceprudixar sianosipmocri GMP NeQ01/2020/GMP

Ceptrdixar sxocti Ne 53207

e e AMinpa®

Jlioginizar aas posuiny anst iw’cicuiii no 0.5 ¢

1 dpaakon MiCTII'H: ammauuny chlbtlm'ry (1:1,8) y nepepaxysanui va amikaunn -0,5 r

Ium Blly’!‘]‘llUJIII:OM naonoro TA BHYTPILINLOBECHHOIO RBC/JEHHS

Cepis

Kin-tb 8 cepii

[lara supoGuuuTsa

Jlara sugavi ceprudikary

AHani3 BUKOHAHO Y BIANOBIAHOCTI 3

,Pl’l N»UA/]OSG/OI/OS aie GescTporoso

0033374

- 34, 280 "ruc (bmuc

12, 04 202 I
05.05.2021

MICS I3 o peecrpaniiinoro nocsignenns NeUA/1036/01/03, smina Nel, Ne2, Ne3,
Teker Maprysanns 1o PIL NeUA/1036/01/03 (wawas MO3 sin 12.08.2019 Ne1772).

3 | MMpo3opicTh po3uMHY

JLns BUYTPILUHLOM S30BOT0 BREACHHS = POBIHH BMICTY
(hnaxona u 3 M BOAK ANs {H'EKULH P He nosuuHen
nepermuysard evanon |1

Na Hafimeny naius HOKasHHKE Brvorn MESIZAH/ Peaynirar anaiy
1 | Onue [NoprcTa mMaca 5in0ro abo Gi0r0 3 KOBTYBATHM BIATIHKOM Bianoninae
KOJILOPY.
2 | laeutudikauis A. BEPX Bianosinee
B. Mpenapar gae peakuiio (a) 1a cyindain, Bianoninac

Bianosinac

JLnst BHYTPILIHLOBCIHIIOND BREALIII - PO BMICTY
(uaona s 200 mn 0,9% (v / M) posisisy HaTPito NAOPHITY P
nosiHen Oy TH MPOIOPHM

Binnoniae

Bawrepiansii engorokenin, MO/

Fpamstyit svicr cunorokehiin wmeie 0,33 MO na | mr

4 | KosmbsoposicTi poauHiy JLnst BHYTPIlUHLOM A3080T0 BBEACHIN ~ 3A0APBACHHA Bixnosinae
PO3UNHY TIoRKHHNA BYTH HE iITEHCHBINLIE ETA0NY BYd
abo B4
Jna BHYTDRILIHLOBEHHOTO BBEACIIIA - POIHMH [OBHHEH Binrosinac
OyTH Gesbapnrnm
5 pH Bin 6,0 no 7,3. 6,7
6 | Brpara b maci npu BuCY Ly wati, % He Ginbiue 8,0 %. 3,2
7 | CrepuabHicts Mpenapar Mae Gy i CTEPHIALHEM. Bianosinae
8

Bianonrinac

9 MexaniMHI BKAIOUSHHS

AMIKALHITY.

Hensumi sacriu: He Ginnwe 6000 ans wacrok pozMipom Binnoninae
10 mMim abo Ginsute B | konTeftepi | He Bianiue 600 ans

qacroK 25 Mim a6o Ginnute B | konvelinepi

Brami wacricn: MaioTn GyTH NPAKIHSHO BIACYTHI. Binnosinac

10 | OnwopianicTs KO30BANHX O/MHNLE

[MprAMalibHE HHTHO MAE BIANOBILATH BUMOTAM,
sasnasernm B [OY, 2.9.40. (f“'_”"'\

Binnowinae

11 | KinbkicHe Busnatenus, r

BMiCT aMikaimiy B O/HOMY lbnrumn Mae 63'mnm 0,475 ¢
100,525,y m.pepﬂwuﬂ{m Ha cwﬁu}ww e
dharakony. f |

0,503

12 | Cynposiani gomimien,%

By:sun-aika poMinika — né__ Billbu e | 5 v TA

Bignosinac

~ . ’/
s v
——

Cyma J1omiwok ~ e Sift{;me 30987 ' e Bianosizac
A\ \ b 3
13 | Mapxysanus rijwo MK N P !j Binnoninae
N 4 1-2




Ceprudixar sixocti Ne 53207

AMinua®
Ne Hatimenysatns rowastiica Busorn MKSI/AH Pesynurar auanisy
14 | Ynakosxa 3rinio MICS Bignosizae
Tepmin npraariocri: 2.00 p Mpuaatyni no: 03.2023
Ymonn 2Gepiranus; B opurinanasuiii ynakosui, npn remueparypi ue sume 235 °C
BucHoBKH: Biasosinac sumoram MKSL JI3 a0 pecerpauniiinoro nocsizuenun NeUA/1036/01/03, smina Nel, Ne2,

Q03 sia 12.08.2019 Nu1772).

Ni3, rexer mapkysannst no PI1 NeUA/1036/01/03 ( 9:)

Hauannbauk BKA 7/ nz%nxonai'sna Yuronoseupb
Jlo3B0steo 1o pewtiauii -
lltM 8 sacniguylo, o waseacia  nuue  iHQgopMailia ¢ cephio  npoayxuii  6yno  supobneno
uie3asHaueHi#  QiAvHHWL Yy noBHii
TAKOK Biamosiano 40 cneuudixauii,
ananizis - 6yno nepernsHyTo Ta

(BROMUIOHH  DOKYBAHIS  T0 MapKyBaHus) Ta  [poBeleno
sinosigsocri 3 sumorsmu GMP,  seranosnenymu  Micle
ulo  MicrThen Yy peecrpauifinomy  noewe.  [por
BCTAHOBNEHO BianosiaHicTs GMP»
VnoBHoBakeHa 0coda 3 AKOCTi

2508, 909/
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